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' ZowL STATUTORY PER.OD FOR REPLY ,S SET TO EXPiRE _L MONTH(S) PROM 

: SSSSir '<* « »0««> » r^X^E^ff&SSHtoii* ABANDONED (35 ITS.C J 133) 

* earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

I )E Responsive to communication(s) filed on 1? December 2002 . 

r— I • piNAL 2b)0 This action is non-final. 

Disposition of Claims 

4) B Claim(s) «0 and 113-134 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

QM Claim(s) RO an 113-134 are subject to restriction and/or election requirement. 
Application Papers 

9)D The specification is objected to by the Examiner. 

10,D The drawings) filed on is/are: a)D accepted or b) D objected to by the Examine, 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 *5(a). 

r ™ k- ain aDDroved b)D disapproved by the Examiner. 

I I )□ The proposed drawing correction filed on is. a)|_J approveu 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C.§§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 □ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No. . 

3D Copies of the certified copies of the priority *~ |e ^*» ^ ^ 
aDDlication from the International Bureau (PCT Rule 1 7.2(a)). 
* See the attaSd dSled Office action for a list of the certified cop.es not received 
14D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a prov,s,ona, appl.cat.on). 

a) □ The translation of the foreign language provisional appNcaton has been rece^ 
15)D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or . 

Attachment(s) , nterv iew Summary (PTO-41 3) Paper No(s). __ - 

1) □ Notice of References Cited (PTO-892) .-, Qf lnfofma| patent Ap p, ica tion (PTO-152) 

2) □ Notice of Draftsperson-s Patent Drawing Review (PTO-948) 

3) □ information Disclosure Statement(s) (PTO-1449) Paper No(s) 6) |_| utne . 
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DETAILED ACTION 

Amendment of paper No. 46 filed on 12/12/2002 has been acknowledged. Claims 42, 43, 
54-57, 64-65,79, 83, 86,89-94, 97, 100 and 103-112 are canceled. New claims 113-134 are 
added. Claims 80 and 113-1 14 are pending. 

Election/Restrictions 
1 . Restriction to one of the following inventions is required under 35 U.S.C. 1 2 1 : 

I. Claim 80, drawn to a soluble fusion protein comprising a portion of Clostridium 
botulinum toxin A, classified in class 424, subclass 239.1. 

II. Claims 113-115, 117-1 19 and 122-125, drawn to a method for producing a 
botulinum toxin by using a week promoter that is not T7, classified in class 435, 
subclass 252.3. 

III. Claims 1 1 6 and 1 34, drawn to a method for producing a botulinum toxin by using 
T7 promoter, classified in class 435, subclass 252.7. 

IV. Claims 113, 120-121 and 122-125, drawn to a method for producing a botulinum 
toxin by using T71ac promoter, classified in class 435, subclass 242. 

V. Claims 126-133, drawn to a method for producing a soluble botulinum toxin by 
using a chaperon protein expressed in a host cell, classified in class 435, subclass 
246. 

The inventions are distinct, each from the other because of the following reasons: 

2. Inventions I-IV and V are unrelated. Inventions are unrelated if it can be shown that they 
are not disclosed as capable of use together and they have different modes of operation, different 
functions, or different effects (MPEP § 806.04, MPEP § 808.01). In the instant case, the 
inventions of Groups tt-V is drawn to different methods for producing a soluble botulinum toxin, 
e.g. the method of group II uses a relative week promoter that is no T7, whereas, the method of 
group III uses T7 promoter. 

3 . Inventions I and II are related as process of making and product made. The inventions 
are distinct if either or both of the following can be shown: (1) that the process as claimed can be 
used to make other and materially different product or (2) that the product as claimed can be 
made by another and materially different process (MPEP § 806.05(f)). In the instant case, the 
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product as claimed can be made by another and materially different process, such as direct 
purification from cultured bacteria Clostridium difficile, whereas, the process as claimed can be 
used to make other and materially different product, such as an immune stimulatory molecule of 
a cytokine rather than a botulinum toxin. 

4. Because these inventions are distinct for the reasons given above and the search required 
for Group I is not required for Group II, restriction for examination purposes as indicated is 
proper. 

5. This application contains claims directed to the following patentably distinct species: 

A. The botulinum toxin species produced by the process is 1). Botulinum toxin A, 2). 
Botulinum toxin B, 3). Botulinum toxin C, 4). Botulinum toxin D, 5). Botulinum toxin E, 6). 
Botulinum toxin F, and 7). Botulinum toxin G. 

B. The species of sequence used for hybridization during the process of isolating are: a). 
SEQ ID NO: 27, b). SEQ ID NO: 39, c). SEQ ID NO: 41, d). SEQ ID NO: 49, e). SEQ ID NO: 
51, f). SEQ ID NO: 59, g). SEQ ID NO: 61, g). SEQ ID NO: 65, h). SEQ ID NO: 70 and I). SEQ 
ID NO: 76. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is finally 
held to be allowable. Currently, 113, 126, and 134 are generic. 

Applicant is advised that a reply to this requirement must include an identification of the 
species that is elected consonant with this requirement, and a listing of all claims readable 
thereon, including any claims subsequently added. An argument that a claim is allowable or that 
all claims are generic is considered nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. MPEP § 
809.02(a). 

Should applicant traverse on the ground that the species are not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the species to 
be obvious variants or clearly admit on the record that this is the case. In either instance, if the 
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examiner finds one of the inventions unpatentable over the prior art, the evidence or admission 
may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

Applicant is advised that the reply to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed (37 CFR 
1.143). 

6. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bao Qun Li whose telephone number is 703-305-1695. The 
examiner can normally be reached on 8:00 to 4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Housel can be reached on 703-308-4027. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-308-4242 for regular 
communications and 703-308-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 



Bao Qun Li 
March 4, 2003 



